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Stephen Tmesdale Carney 
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March 15, 2004 



TC/A,U. 



1655 



Examiner 



Patricia A. Leith 



Affidavit of Stephen Truesdale Carney 



I, Stephen Truesdale Carney, hereby duly depose and say as follows: 

1 . I hired Lawrence D. Rink, MIX FACC ("Dr. Rink"), to conduct the Folic Acid and 
Alfalfa, The FALL Study, (the **Study") described and made part of the above referenced 
Patent Application. For your convenience, a copy of said Study is included herewith as 
Exhibit A. The purpose of the Study was to prove the claims made in the above 
referenced Patent Application filed on March 15, 2004. 

2. On my behalf, Dr. Rink completed the Study on February 12, 2002 at which time he 
signed and dated the Study. 

3. Dr/Rink has never published the Study. See Second Affidavit of Lawrence D Rink, 
M JX FACC included herewith for your convenience as Exhibit B. 

4. On June 7, 2003, during the construction of my company's website, NCB3.COM, 1 
published the Study on NCB3.COM. See Archive of Website included herewith as 
Exhibit C. 

5. Our first website was completed and was fully operational for the public on November 
18,2003. See Exhibit C. 

6. On July 19, 2003, 1 spoke at a conference presented by the International Sprout 
Growers Association at which I provided to the attendees our findings from the Study. 
The Study was later published on the website of one of the conference participants 
International Specialty Supply. This is the publication you referenced in your last 
rejection letter to me. 

7. To the best of my knowledge, the Study was not published before June 7, 2003. 
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I hereby declare that all statements made herein of my own knowledge are true and that 
all statements made on information and belief are believed to be true; and further that 
these statements were made with the knowledge that willful false statements and the like 
so made are punishable by fine and imprisonment, or both, under 18 US.C. 1001, and 
that such willfuJ false statements may jeopardize the validity of the application, any 
patent issuing thereon, or any patent to which this declaration is directed. 



ider i 



idpaftaltles of perjury this 21st day erf June., 2007. 



StephewT. Carney 
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[0043] The Study. 

FOLIC ACID AND ALFALFA 
The FALL Study 

Background: 

There have been reports that alfalfa sprouts will lower total cholesterol and LDL levels in 
the blood. This has not been tested in a prospective, randomized or blinded trial. 

Methods and Results; 

45 patients, most with known coronary artery disease and many under treatment for 
hyperlipidemia were selected for the study. Patients were randomly assigned to either 
Group A placebo, Group B low dose alfalfa, and 230 meg of folic acid, or Group C 
double dose alfalfa and folic acid. 

The trial was 6 weeks and all patients were instructed to follow a low fat, low cholesterol 
diet, perform regular exercise in moderation, and to take the medication regularly. Group 
A (placebo)-one capsule per day, group B-two capsules per day, and group C-two 
capsules twice per day. 





Group A 


Group B 


Group C 


LDL 


5.9% decrease 


16.6% decrease 


8.6% decrease 


HDL 


3.2% decrease 


11,2% increase 


1.5% increase 


C-reactive protein 


33.6% increase 


24.4% decrease 


50.4% decrease 


Homocysteine 


5.6% increase 


11-5% decrease 


6.3% decrease 


Triglycerides 


2.4% decrease 


1.4% decrease 


15.0% decrease 



Statement: 

Cardiovascular disease is the most common cause of death and disability in the United 
States. More people die from cardiovascular disease than all of the other causes of death 
combined. Cardiovascular disease has been the most common cause of death in the 
United States since 1900 with the exception of the year 1918, during a flu o utbreak. 
Multiple epidemiologic and clinical blinded prospective studies have indicated that 
lowering LDL levels will decrease the risk of cardiac events in primary prevention and 
will decrease recurrent cardiac events and decrease mortality in secondary prevention. 
The FDA has approved many drugs to be used in lipid lowering. Approximately 15 
billions dollars per year is spent on lipid lowering medications. An equal amount of 
money is estimated to be spent on dietary and herbal supplements that do not require 
FDA approval and which are primarily directed toward lowering the risk of 
cardiovascular events. There are reports that alfalfa sprouts will lower serum cholesterol 
LDL levels and possibly raise HDL levels. 
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Prospective studies using diet as a means of controlling risk factors for cardiac events and 
decreasing cardiac events have been disappointing. The information regarding omega-3 
fatty acids probably offers our best opportunity in this regard. The Adult Treatment Panel 
III has recommended lifestyle changes including exercise and dietary modification as a 
major means of lowering cardiovascular risk and future cardiac events. 
Among a list of emerging "risk factors" are homocysteine levels and C-reactive protein. 
Elevated levels of homocysteine are positively correlated with risk for CHD. Folic acid 
and possibly B vitamins 6 and 12 have been documented to lower homocysteine levels. 

C-ieactive protein (CRP) is a marker for inflammation. Coronary arteiy disease is an 
inflammatory disease and there is now substantial evidence that persons with elevated 
high sensitivity C-reactive protein (hs-CRJP) are at increased risk for future cardiac 
events. Inflammation within coronary plaques leads to plaque rupture and cardiac events. 
Statin drugs and a healthy lifestyle are known to reduce high sensitivity C-reactive 
protein. The Writing group of the 2002 workshop on inflammation markers and 
cardiovascular disease recommended measurement of hs-CRP in conjunction with other 
risk factors in people with increased risk of coronary artery disease. In many studies hs- 
CRP has been a better predictor of future cardiac events than LDL. 

With this in mind, we undertook a study to determine the effects of alfalfa sprouts and 
folic acid on known risk factors of coronary aitery disease including total cholesterol, 
LDL, HDL, triglycerides, high sensitivity C-reactive protein, homocysteine levels, and 
apolipoprotein (b). 

All patients were already under some from of treatment for hyperlipidemia. The patients 
were advised not to change their medication prior to enrollment to the study or during the 
trial. The study was first discussed with the patients and they were supplied capsules 
which either contained placebo, Group B 560 mg of alfalfa sprout powder and 230 meg 
of folic acid, 2 capsules each day for a total of 1,120 mg alfalfa sprout powder and 460 
meg of folic acid or Group C, 2 capsules twice a day for a total of 2,240 mg of alfalfa 
sprout powder and 920 meg of folic acid. 

All patients underwent a history and physical exam prior to the start of the study and 
prioT to blood samples being obtained. All patients received instruction in a low fat, low 
cholesterol diet, similar to the previously recommended Step 2, American Heart 
Association diet All patients were instructed in exercise in moderation. 

The majority of patients in this study were already following this type of lifestyle. Over 
50% of the patients were already receiving statin drugs and many of the other patients 
were intolerant to statins because of myalgias or true rhabdomyolysis. 

Many patients were already receiving folic acid. 

Results: 

1 . All patients tolerated the medication well. 
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2. One patient in the placebo group stopped the medicine because she felt that 
the drug irritated her stomach. 

3 . One patient dropped out of Group C for personal reasons. 

4. One patient in Group C who was taking 80 mg of an atorvastatin a day 
discontinued his atorvastatin during the study and therefore be had a marked 
increase in LDL level and his results were not included in the averages. 

The results of the study were encouraging in that the LDL levels decreased in both 
treatment groups and more than in the placebo group. HDL also increased in both 
treatment groups and decreased in the placebo group. A surprising potential benefit of 
this treatment was the lowering of high sensitivity C-reactive protein levels. This has not 
been previously reported and the possible mechanism for this is not known, unless it is 
merely on the basis of lowering LDL levels. A similar lowering was not noted in the 
placebo group. 

The results of the study are impressive since the average baseline LDL levels were only 
133 and 151 in Groups B and C The reason for a greater percentage reduction of LDL 
and raising HDL in Group B is not clear. 

A combination of alfalfa sprout powder and folic acid appears to be a reasonable 
relatively inexpensive method for lowering one's risk for cardiac events. This should be 
tested in a larger, double blinded prospective trial to see if this not only lowers known 
cardiac risk factors but also lowers the number of cardiac events. 

Lawrence D. Rink, MD., F.A.C.C. 
Clinical Professor of Medicine 
Indiana University School of Medicine 
February 12, 2003 
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Second Affidavit of Lawrence D. Rink 

1, Lawrence D. Rink, MD., F.A.C.C., hereby duly depose and say as follow* 

L I am a Fellow of the American College of Cardiology and have been certified member 
of the American Board of Internal Medicine, Cardiovascular Disease, since 1983. 

2. I "have lectured* performed clinical studies and published numerous articles on the 
issues of cardiovascular disease and hyperlipidemia. 

3 - Upon the request of Mr. Stephen X Carney and as a work for hire pursuant to a valid 
Non Disclosure and Confidentiality Agreement, 1 conducted the Folic Acid ^ A)Mfa 
The FALL Study, (the "Study") described and made part of the above referenced Patent 
Applic 



4. While I am the author of the Study, the Study was completed as a work for hue and on 
behalf of the Applicant, Stephen T. Carney. Ad of the date of this Affidavit, I have never 
caused said Study to be published or decimated to the public, 

I hereby declare that all statements made herein of my own knowledge are true and thai 
all statements made on information and "belief are believed to be trus; and further that 
these statements were made with the knowledge that willful false statements and the like 
so made are punishable by fine and imprisonment, or both, under 1 8 U.SXL 1001, and 
that such willful false statements may jeopardize the validity of the application, any 
patent issuing thereon, or any patent to which this declaration is directed. 



Signed under die pains and penalties of oeriurv this / 3 day of 

^,2007. ^ . L/ 




Lawrence D Rink, M.D. FACC 
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FOLIC ACID AND ALFALFA 
The FALL Study 



Background: 

There have bern reports mat alfalfa sprout* wM tower total cholesterol 
and UX lovelc in the blood, TJ^hS Ivas not own tetted in a prospective, 
ran4ormfld gr bluidod trial. 

Method and Results: 

4S patients, mote vndn known coronary artery disease and many under 
troacjnont for hypidipidamka wefe Seledted for mo sway. Patients wore 
randomly acoorvud to either Group A ptacet>0. Group 6 to" do*« alfalfa, and 
?3G meg of folic acid, or Group C double OoS* arfa«fa and acid- 
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nig trial was wooks and all patients were inrtructed to foJiovi a low 
fat tow cholesterol diet, perform regular exercua in moderation, and to 
cake the medication regularly. Group a (placebo)* one copsme per day, 
Group B-tv/o capsules per day. and Group C-tvtfO Captutfti twica p«r day- 
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5.9% decrease 


16. o% decrease 


8-6% decrease 
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24.4% decrease 
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The United States, More oeople die from cardiovascular disease than oil of 
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Among a ttrt of emerging "ns* factors* are homocysteine tevete and c- 
roactivo proton. Elevated levels of homocyctoino are positively correlated 
With ris* for CHD. PoJic add and pOOSWy B vrc»mins 6 and 12 have D»n 
documented to Icwer ho/nocVsttJr>* lavalS. 

C-reacove proton (OV) is a marker for Inflammation. Coronary artery 
dtM*SH ? an inflammatory dittos* and there i» now substantial evidence 
that parsons with elevated rrgh sensitivity Or*activ« protein (hs-CRPJ are 
at incraasad rick for future cardiac events. Inllamroaoon wthin coronary 
plaques leads to placjoo rupture and carduC everos. Statm drugs and a 
healthy Hf«Cvte are Known to reduce high icnsloVfty C-raactlva protein. 
The writing Group of the 2OT2 worKJhop on inflammation markc'5 and 
cardiovascular dtsease recommendird measurement of ro-CW» trt 
conjunction with other rtsk ft*: tors tn people with mewsed risk of 
coronary arwry <f^. In many stUdia* hS-CRP Has 0**n a bettor 
predictor of TUtU«5 C9rdi« ovontc than LDL. 

With this m mind, wa undertook a study to deturminfl the affects of afaifa 
sprouts and folfe add on town hsk factors of coronary artery disease 
including total cholesterol LDu HOl, tnoiycflndes, high aonstavity c- 
reactive protein, homocvstama levels, end auotioopretain (bj. 
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Ad pjbents were already under some form of treatment: of hyparlipidemHi, 
The patients were advised nor to chang* tnelf nveolcaTion prior Co 
enrollment to the study of during the tn at period. The study was f CSt 
discussed with the patients and they were supplied capsules which either 
contained placebo. Croup & S60mg of alfalfa sprout ponder and 230rneg of 
folic acid. 2 capsules each day for a total of 1,120 mg alfalfa sprout 
pcnvdflr and 4oOmcg folic add Or Croup C- 2 capsuto twice a day for a 
totai of 2,240 rog o' alfalfa sprout povvdar and 920 meg ot folic acid. 

All patients underwent a history arvJ physical exam prior to tha jcarr of the 
study and prior to th« btood samples being obcaintid. Ail patiants racaivad 
instruction in o low Fat low Cholesterol diet, similar to the previously 
recomrnonded Step 2, ArneficOn Heart Association dial. AO patianXS tVftfe 
instructed to oaorciso in moderation. 

The majority of patients in this study were already Fallowing diis type oF 
ItTef ty<e. Over 50% of tho patients were already receh/ing statin drugs and 
many of tho othor patients were intolerant to satins because of myalgias 
or true rhabdomyolyns. 

Many pat>enu Were already recefvirio folic «c?d. 
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or true rnaooornyolyns. 

Many p3t>e"* ware already receiving folk acid. 




Results: 
l. 

2. 
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All patJencJ toA«rJtod the mBctfcatJon 

One patient in th« pbc«bo group stepped the medicine because 
she felt bhat the drug, irritated her stomach. 

3, Qru» pa bent dropped out of Group C for personal reasons. 

4. One patient in Group C who was taking BOmg of an afccrvastattn a 
day discontinued his atorvastabn during the study and therefore 
he had marlwfl urease in LDL level and his results waro not 
included ih (he averages. 

The results of the SOIdy encouraging ip that the LDL t^j*? 
decreased in both treatment groups and mora than in the placet© group. 
hdl also increased in 6om treatment groups and decreased Jn the oi?ceOo 
group. A surprising potential Benem or this txeaowitwas the towering of 
nigh sensitivity C-reactivO protein levels, This has not bun previously 
reported in tha poisibta mechanism for this '* not loiown, tm^cs it isr 
merely on the basis of lowering LDL Jcvds. A similar to^enng wa* not noted 

in the placebo group, 

The results of me ecudy am impressive since the average baseline LDL 
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!n the placebo ffroup. 

The results of the study art impressive the average bnseJine LDL 
levels were only 133 and 151 m Groups B and C Tho reason for 0 greater 
percentage reduction of LDL and raising HDL en Croup B is not char. 

The combination or alrdffir sprout powder and folk acid appears to be a 
reasonable, relatively inexpensive method Tor lowering one's risk for cardiac 
events. This should be tested in a larger, double bUnded prospective trial 
to sm if this not onr/ lowers known Cardiac risk factors but alf.o lowers 
the number of cardiac events. 



Lawrence D. Rink, M.D.,F.A.C.C 
Cbnical Professor of Medicine 
Indiana Univnrsrty School of Medicine 

February 12, 2003 
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